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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In the application of: John C. Hiserodt 

Serial No.: 09/162,648 

Filing Date: September 29, 1 998 

For: Cancer Immunotherapy using 

allosnmulated cells in a multiple 
Sequential Implantation Strategy 



Art Unit: 1632 



Examinen Shin-Lin Chen, Ph.D. 



APPEAL BRIEF 



Board of Patent Appeals and Interferences 
P.O. Box 1450 
Alexandria VA 22313-1450 

Dear Sir: 

Applicant hereby appeals to the Board of Patent Appeals and Interferences the decision of the 
Examiner to reject claim 20 of this application. 

This paper is applicant's Appeal Brief, submitted in accordance with 37 CFR § 41.37. A 
Notice of Appeal was filed in this application on August 13, 2004, setting the deadline for filing an 
Appeal Brief to October 13, 2004. On March 1 1, 2005, a Request for a five month extension of time 
was filed, along with the requisite fee, setting the deadline to March 14, 2005, since March 13 is a 
Sunday. Accordingly, this Appeal Brief is timely filed. 
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This paper extends the time in which the Examiner may consider the application. Allowance 
of all claims in the application is respectfully requested. 

Real Party in Interest 

The party in interest in these proceedings is Meyer Pharmaceuticals LLC, which owns this 
invention by virtue of an assignment from the inventor. 

Related Appeals and Interferences 
None 

Status of Claims 

Claims 10-11, 20, and 23-32 are pending in this application. 

Claims 1-9, 12-19, and 21-22 have been cancelled. 

Claims 10-1 1 and 23-32 have been allowed. 

Claim 20 stands rejected. 

Rejection of claim 20 is hereby appealed. 

Status of Amendments 

In an after-final amendment filed August 13. 2004, claims 1-9, 12-19 , and 21-22 were 
cancelled; claims lO-l 1, and 31-32 were amended. These amendments have been entered into the file, 
putting claims 10-11 and 23-32 in condition for allowance. 

In an after-final amendment filed March 1 1, 2005, it was proposed to amend claim 20 firom its 
previously presented form: 

20. A pr^vmaceutical composition comprising alloactlvated lymphocytes allogeneic to 
leukocytes in a cancer padent packaged with infomiation for the treatment of the patient 
according to the method of claim 23. 
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to the following: 

20. A product in which the folloMflng components are packaged together 

• a pharmaceuticat connposition comprising alloactivated lymphocytes allogeneic to 
leukocytes in a cancer patient; and 

• written information for the treatment of the patient according to the method of claim 23. 

This amerkdment has not yet been entered. 

Summary of Claimed Subject Matter 

Claim 20 as previously presented and in the proposed amended form covers a commercial 
product wherein the following components are packaged together: 

• a pharmaceutical composition comprising the essential components of the composition 
used in the treatment method of claim 23, and 

• written information that directs the user in the treatment of a cancer patient using the 
pharmaceutical composition according to the method of claim 23, 

This product is described in the specification as filed in the penultimate paragraph before the Example 
section. The method of claim 23 is described throughout the summary, detailed description, and 
working examples. 

Grounds of Rejection to be Reviewed on App eal 

According to the Advisory Action dated September 22, 2004, claim 20 stands rejected on two 
grounds: 

• the infonnation for treatment of the patient is written on a label or piece of paper, and it is 
unclear how the information is administered to the patient so as to provide a therapeutic 
effect 

• the pharmaceutical composition per se is still obvious in view of teachings in prior art 
references regarding the use of such compositions in a different manner. 

! 
1 
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Argument 

The skilled reader will understand from die plain reading of claim 20 that the written 
information is not part of the phannaceutical composition. Rather, h is packaged with the composition 
so as to inform or instruct the user as to how the composition is to be administered. Thus, the 
information is not administered to the patient. Instead, it is made available to the person administering 
the composition (i.e., a licensed clinician) so that they may administer the composition in accordance 
with the method of claim 23, thereby conferring on the patient the benefits of the novel and inventive 
treatment methods described in this patent disclose. 

It is standard practice that instructions of this kind be packaged with any phannaceutical 
composition — in fact, written information is required by the Food and Drug Administration to be co- 
packaged with any pharmaceutical composition subject to regulatory approval. Someone skilled in the 
art who is reading this patent disclosure will understand the meaning and the use of both the written 
information and the pharmaceutical composition as indicated in the claim. 

Thus, claim 20 complies with all the patentability requir^ents of 35 USC § 1 12. Applicant 
has proposed to amend the claim as shown above for the convenience of the reader, but the reworded 
claim does not alter the essence of the invention of claim 20. The claim is allowable with eidier 
wording. 

Non-obviousness of the product in claim 20 must be determined in view of all the features of 
the product m its entirety. The claimed product as a whole requires the presence not only of the 
phannaceutical composition, but also the written information with which it is packaged. The written 
information is explicit for the treatment of the patient according to the method of claim 23. Since 
claim 23 has been found to be patentable, written information for the treatment of a patient according 
to claim 23 must also be free of the prior art of record. Since the written information is a required 
component of the product of claim 20, the product ay a whole must also be free of the prior art. 

Thus, claim 20 also complies with the patentability requirements of 35 USC §§102 and 103. 

Applicant respectfully requests that the rejection of claim 20 be whhdrawn or reversed, and 
diat the application be allowed in toto. 
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Accompanying this paper is a Fee Transmittal that authorizes the Board to charge the fee for 
the filing of this Appeal Brief to applicant's deposit account. 

Should the Patent Office determine that a further extension of time or other relief is required 
for further consideration of this application, applicant hereby petitions for such relief and authorizes 
the Commissioner to charge the cost of such petitions and other fees due in connection with the filing 
of this paper to Deposit Account 50-3320. 



Meyer Pharmaceuticals LLC 
1761 Kaiser Avenue 
Irvine, CA 92616 
Phone: 650-327-0960 

March 14, 2005 
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Claims Appendix 



1 to 9. CANCELLED 

10. The method of claim 23, further comprising removing any residual tumor at or around the 
site of the second cell population at a time subsequent to when the second cell population 
was implanted. 

1 1 . The n^thod of daim 23, wherein l3oth the first and second cell populations have one or 
more of the following features: 

i) contain between about 2x10^ and 2x10^° cultured peripheral blood 
mononuclear c^ls originating from the donor and between about 1 x 10° and 2x 10° 
cultured peripheral blood mononuclear cells originating from the patient or from a second 
donor; 

il) are obtained by a process in which donor lymphocytes are aNoactlvated by 
coculturing ex vivo with stimulator leukocytes for a period of about 48 to 72 hours; or 

ill) are obtained by a process in which donor lymphocytes are alloactivated by 
coculturing ex vivo with stimulator leukocytes and harvested at about the time of initial 
attoactivation, measurat>le by acridine orange or CD69 assay. 

12 to 19. CANCELLED 

20. A pharmaceutic£d composition comprising alloactivated lymphocytes allogeneic to 
leukocytes in a cancer patient packaged with information for the treatment of the patient 
according to the method of daim 23. 

(( 

21 to 22, CANCELLED 

23. An improvement in the method of treating a human patient having a tumor by Implanting at 
or around the site of a solid tumor in thB patient a cell population comprising alloactivated 
lymphocytes that are allogeneic to the patient; 

wherein the Implanting of the alloactivated lymphocytes results in the patient 
generating a therapeutic response against tumor growth; 

the improvement comprising implanting at or arourKl the site of a solid tumor in the 
patient a second cell population containing alloactivated lymphocytes that are alk>geneic to 
the patient between 1 and 8 weeks after the implanting of the first c^l population. 
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24. The improved method of claim 23. whfeh elicits an inflammatory response against the 
tumor. 

25. The improved m^od of claim 23, which elicits an Immune response against the tumor. 

26. The improved method of claim 23. wherein the aUoactivated lymphocytes in at least one of 
the cell populations are alloactivated against leultocytes of the human patient., 

27. The improved method of claim 23, wherein the alloactivated lymphocytes in at least one of 
the cell populations are alloactivated against leukocytes of a third-party donor different 
from the patierrt or the donor of the lymphocytes. 

28* The Improved nr>ethod of claim 23, wherein treatment according to the method has at least 
one of the folk>wing effects in at least 30% of treated subjects: 

a) substantial regression of the tumor in size; 

b) lack of recunrence of a tumor after removal; or 

c) decrease in rate of fonrtation of metastasis. 

29. The improved method of claim 23, wherein tt^ tumor is a cancer is selected from 
melanoma, pancreatic cancer, liver cancer, cok>n cancer, prostate cancer, and breast 
cancer. 

30. The improved method of claim 23, wh«Bin the first cell population stimulates a response 
In the patimt against the tumor before the implanting of the second cell population. 

31. The improved method of daim 23, wherein treatment according to the method causes lack 
of recurrence of a tumor after removal. 

32. The method of datm 23, wherein the first and second cell populations are implanted at or 
around the site of the same tumor in the patient. 
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